The methodology of the IDEFICS (Identification and prevention of dietary-and lifestyle-induced health effects in children and infants) study raises a number of important ethical questions. Many of these are already well recognised in ethical guidelines that uphold principles of individual and parental consent, confidentiality and scientific review. There are, however, wider issues that require ethical reflection. In this paper, we focus on a set of problems surrounding the evaluation of complex social interventions, and argue that comprehensive and objective evaluation is a much more ethically charged aim than it may first appear. In particular, we contend that standard scientific measuresFof body size and biomarkersFconvey only part of the story. This is partly because, when we intervene in communities, we are also concerned with complex social effects. These effects are made even more complex by contemporary social anxieties about fat and physical appearance, as well as about the safety and security of children. Such anxieties increase the risk of undesirable side effects that are themselves difficult to gauge. In the face of these and other complexities, we argue that the evaluation of interventions should involve a strong ethical dimension. First, it must includeFas does the IDEFICS studyFconsideration of the opinions of the people affected, who are subjected to interventions in ways that necessarily go beyond individual consent. Second, we suggest that interventions might also be assessed by how much they empower peopleFand especially those persons, such as children, who are otherwise often disempowered.
Introduction
The article considers one of the key ethical challenges in the methodology of the IDEFICS (Identification and prevention of dietary-and lifestyle-induced health effects in children and infants) study. Funded within the European Commission's Sixth Framework Research Programme, this project is based on a community-oriented intervention for 2-to 10-year-old children in eight European countries. It aims to provide evidence on how we may intervene at the collective level to prevent the adverse health outcomes that are correlated with childhood overweight and obesity. The ethical importance of such a study is already plainly stated within this aim. It is also clearly important, both morally and scientifically, that we reach an objective evaluation of such an obesity intervention. In this paper, however, we will argue that objective evaluation is a more difficult aim than may first appear, and in fact raises ethical questions of its own.
At the same time, we contend that well-known categories of research ethicsFsuch as research ethics review, informed consent and confidentialityFdo not provide much guidance when we consider the wider ethical ramifications of community-level studies. At least in the European context, guidelines on the rights of research subjects are already well established and incorporated into all reputable scientific studies. Rather than focussing on compliance with such guidelines, we will raise some wider ethical questions about intervening and evaluating at the community level. In particular, we suggest that criteria for evaluating interventions themselves involve ethical and even political judgment. More positively, we contend that this requires us to enquire whether actual or proposed interventions are both acceptable and empowering for children and parents.
In the following sections, we will first discuss how interventions should focus on improvements in diet, exercise and wellbeing rather than on weight loss per se, given the complex social factors surrounding body weight in contemporary societies. This will be followed by a discussion on the importance of intervention studies, and then of some difficulties posed by the evaluation of intervention studies. In the last section, we will argue that a necessary, and not just supplementary, dimension by which to evaluate interventions concerns the views of participants themselves. As indicated, we will focus on the IDEFICS study obesity intervention, which raises particular questions because it focuses on children's health. However, it might also be noted that many of the issues we raise often apply to other large-scale medical interventions Fand indeed, to public policy measures more generallyF insofar as those measures have a deceptively simple, but in fact very complex, aim: the public good itself.
Health, appearance and body weight
From the outset, it must be recognised that an obese person is not necessarily less healthy or happy, nor is there any certainty that she or he will have a lower life expectancy or quality of life than a person whose weight is classified as 'healthy' under current recommendations. Although the causal relation between morbid obesity and serious health problems is well established, not every obese or overweight person is necessarily unhealthy, nor will become unhealthy as a result of their weight. By contrast, the health consequences of being underweight are much better established, both for children and adults.
At the same time, most people's quality of life and happiness are affected by social ideals of beauty and prejudices about body shape. Current western ideals of attractiveness hold that slimnessFto the point of significant underweightFis the most desirable body shape, especially for women. Extremely thin actresses, pop singers and models are often presented in the media as having the ideal body shape. However, their body weight measurements are far below what is regarded as healthy or 'normal' for most people. Other celebrities are lauded in the media for their repeated ability to quickly lose large amounts of weight. At the same time, the health problems associated with underweight receive little attention, compared with those now normally attributed to obesity. Together, these phenomena encourage unhealthy weight loss targets and 'yo-yo' dieting that areFas critics of the recent social and political concern with obesity have pointed outFdemonstrably less healthy than remaining at a steady degree of overweight.
1,2 Unfortunately, such celebrities are often (female) children's and adolescents' idols, which may further encourage dangerous behaviours such as eating disorders. In the face of these social pressures, fatter childrenFand adultsFmay also be affected by stigmatisation, adverse discrimination and bullying, not to mention severe dissatisfaction with their bodies. 3, 4 From the perspective of interventions sparked by concerns about childhood obesity, it is important to distinguish between the undoubted benefits of healthier behaviours (most obviously, improved diet and greater physical activity), and the dubious benefit of weight loss insofar as this is pursued to extremes or by methods such as fad diets and merely short-term changes in behaviour. Because thinness is so often sought for social and aesthetic reasons, there is always the risk of further promoting thinness as a goal in itself, or encouraging people to rationalise dubious stereotypes about fatness (ugly, lazy, 'out of control') in terms of health, rather than promoting healthy living per se. None of this is to deny that the rising prevalence of certain types of illnessesFsuch as type 2 diabetes and heart problems and associated precursorsFseems to be linked to the same factors that are causing increased levels of obesity. A healthy scepticism about our recent obsession with overweight should not be taken as an argument against intervening to improve health. However, the fact that our social preoccupation with fat is led by factors that are often damaging to people's health inevitably complicates interventions and the way people respond to them.
In addition, critics of our current preoccupation with body size often contend that policy or other interventions that focus on overweight and obesity are paternalistic. These are the actions of a 'nanny state' that treats its citizens like children, 5 or (with regard to interventions concerning children) that unduly interferes in family life. However, such criticisms are easier to reply to. Well-considered interventions need not be any more directive of individual behaviour than current arrangements. Many factors affect people's behaviour all the timeFfrom European Union subsidies of agricultural products (including sugar), to a food marketing and distribution system dominated by manufacturers of processed foods, to ideas of safety and risk that discourage parents from letting their children engage in unsupervised physical activity. We might also note that children have even less power against such forces than have adults. Effective interventions may be able to 'nudge' families in beneficial directions by encouraging healthier behaviours or by lessening the power of ideas and institutionsFnot the least, the power of large commercial actorsFto promote unhealthy 'choices.' We will therefore suggest that, rather than being seen as interfering in people's lives, interventions may actually empower people and should be evaluated by this criterion.
This said, critics of state paternalism may still argue that health is only one of the things that are important in people's lives. After all, it is not prima facie irrational or immoral for a person to pursue a goal (an underweight body, for example) or indulge in a pleasure (extensive consumption of processed foods or sweets, for instance) even if it carries health risks. In other words, people may reasonably evaluate social arrangements, and interventions in these, by other criteria beyond their effects on health. We will suggest that this point is also important in thinking about the evaluation of interventions and intervention studies.
The need for obesity intervention studies
Although scientific understanding of obesity and its relation to general health and physical activity is improving, there is Ethics and evaluation of obesity interventions D Wickins-Drazilova and G Williams insufficient evidence to make direct recommendations on the policy changes and interventions that should be adopted at a population-wide level. 6 As we discuss below, it is difficult to rely on the experience of past policy changes and interventions, because so few have been properly evaluated. 7 It is therefore necessary to conduct further research to gather reliable evidence assessing the costs, risks and benefits of interventions aimed at promoting healthy living. 8 It is an open question whether public health interventions with a bottom-up approach are more effective than interventions with a top-down approach. 9 A so-called bottom-up intervention is typically initiated by local communities or by small non-governmental organisationsFfor example, a campaign by parents to improve foot-and cycle paths on the way to their children's local school. Such a campaign could have a wide impact, for example, if it sparks media interest or results in similar initiatives elsewhere. On the other hand, top-down interventions are initiated and directed by (usually) governmental organizationsFfor instance, taxation of less healthy food and drinks, subsidising fruit and vegetables and healthy school meals, or interventions regarding public transport infrastructure. However, these measures are rarely evaluated. This is especially regrettable because there is a striking lack of evidence regarding what measures may be beneficial in tackling the rising prevalence of diseases that are associated with obesity or, more broadly, the measures that will encourage healthier behaviours. It is, of course, understandable that interventions with a bottom-up approach often cannot find the resources for evaluation. A positive example is the SHINE programme (Self Help Independence, Nutrition and ExerciseFhttp://www.shine4u.org) that began with volunteering nurses, counsellors, nutritionists, mental health workers, parents and other professionals in Sheffield in the north of England. Although the programme is dependent on volunteers' work and charity funding, they have teamed up with universities and a local hospital to conduct regular assessments. Nevertheless, many bottom-up interventions have not been as successful. Although the resulting lack of evaluation remains problematic, it is at least understandable that they cannot afford to spend limited resources on conducting interviews with participants, for example, or on other evaluation measures.
However, it is more difficult to justify the lack of evaluation surrounding top-down interventions initiated by governments. Many interventions initiated or supported by the UK government, for example, are implemented without collecting baseline data before starting any activities. The regulator of the UK communications industries, Ofcom, imposed restrictions on TV advertising of food and drinks high in fat, sugar and salt, but these were not associated with any assessment of their impact on children's habits or preferences. Ofcom's review showed that children's channels saw a decline in food and drink advertising revenue, and that the amount of advertising of such products seen by children fell by one-third. However, it did not address the most important questionFwhether it had any impact on children's preferences. 10 Other governmental interventions fail to measure possible negative impacts, such as stigmatisation of children. For example, one measure that may well have such impacts is UK's National Child Measurement Programme. This measures and weighs children in schools and sends reports to parents on the child's obese, overweight, normal weight or underweight status.
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The failure to adopt proper evaluation processes from the start indicates a loss of important information, experience and evidence. It might also support the suspicion that some measures are tokenistic, motivated by political desires to be seen to be 'doing something.' By contrast, what is needed are well thought-out strategies that are evidence based and that provide a basis for policy learning.
An intervention project such as the IDEFICS study aims to remedy this deficit in evaluation by measuring the effects of various interventions. The IDEFICS study is neither a typical intervention with a bottom-up approach nor one with a topdown approach. Although intervention measures are standardised to facilitate cross-country comparison, its programmes are conducted through schools and kindergartens at community level and specifically allow for alterations according to local needs. Although the IDEFICS study is not 'community based,' it is community oriented. Baseline and follow-up data are systematically gathered, and compared against similar measures in control regions to assess whether a set of intervention measures is effective across a number of European settings. Such a study aims to deliver findings that will be useful at the level of whole populations; hence, it has the potential to benefit a large number of individuals, as well as society as a whole.
As all ethical guidelines emphasise, such an intervention study must consider the legitimate interests of every individual involved in the research. This is particularly important in cases in which children are involved, as they may not be able to fully understand the aims, processes and consequences of the research. They cannot provide fully informed consent for participation, although IDEFICS study researchers have been committed to proceeding only in those cases in which children consent (or at least assent) to a particular test or measurement. More broadly, however, young children are rarely in a position to opt out or protest when wider measures are taken that affect them.
In addition, it is hardly possible to consider the views of each childFor indeed of each parentFwhen intervention measures are undertaken at the level of schools and communities. Like most policy changes that governments might undertake, these measures necessarily affect all the children at a given school or all the members of a given community. Even if we were dealing only with adults, it would hardly be practicable to gain the individual consent of all before proceedingFimagine asking all the users of a particular road if they would agree to a cycle lane being created. Alongside the fact that health is not the only criterion by which people make or should make choices, we Ethics and evaluation of obesity interventions D Wickins-Drazilova and G Williams will argue that this fact gives rise to a political and ethical imperative for evaluation: to consider the views of those who have been affected by an intervention or an intervention study.
Evaluation of obesity intervention studies
We have suggested that one of the main ethical concerns accompanying intervention measures is a responsibility to critically assess the intervention's processes and results.
Although an intervention project such as the IDEFICS study may have many benefits for its participants and whole communities, such as improved health and healthier environments, its main purpose is to provide data to inform future actions. Considerable resources are spent in the implementation of such a study, including funding from the European Commission, time and effort of researchers, teachers and other volunteers in communities and, not least, time and effort on the part of children and their families. These resources can be justified only by a thorough evaluation of each step of the interventionFand by the eventual use of the findings that emerge. Nevertheless, there is much difficulty in evaluating a given intervention in the first place. In particular, it matters enormously by what criteria interventions and policies are judged. As we contended above, the target cannot simply be a reduction in average body mass index, percentage of body fat or the number of overweight or obese children. At best, we would argue that any such reduction should be seen as a very rough indicator that some health-related behaviours have improved.
However, if evaluation must be conducted against broader aims than (age adjusted) weight loss, it quickly becomes a complex and contestable exercise. In the first place, when health gains are taken as the primary evaluative criterion, what we should really like to know are changes in participants' overall health, dietary behaviours and levels of physical activity. Although the systematic measurement of various biomarkers undertaken in the IDEFICS study goes some way towards enabling judgments about overall health, several difficulties attend the objective judgment of such changes. There are familiar issues with self-reporting and parental reporting, as well as with placebo effects and how long-lasting effects turn out to be. At the same time, it should be added that one of the benefits of intervention studies is that we may learn better how to measure such changes, hence the extensive efforts involved in the IDEFICS study to develop more reliable instruments to measure these different dimensions.
However, it should be noted that there are many other factors that one might wish to assess. Some may be psychosocial factorsFthe skills, dispositions and knowledge that may enable people to navigate environments that are conducive to less healthy behaviours. For example, interventions might be evaluated in terms of how far they help children and parents deal with the pressures exerted by commercial food marketing, geographies and transport systems that privilege car use, or narrow public conceptions of children's safety. Thus, one marked change in recent decades is a pressure on parents to ensure that their children are continually supervised. This restricts children's opportunities to be physically active, socialise with other children and learn how to act independently and judge risks for themselves. To assess an intervention along these dimensions would require complex and extensive social research. We might also wish to evaluate interventions in terms of whether they promote local food distribution mechanisms, or increase the number of sales outlets that offer fresh produce, rather than processed foods or takeaways, or, more broadly, reduce the relative market predominance of the producers of processed foods. Again, gains and losses on these dimensions require complex, and often contestable, social research.
Clearly, evaluating success against these broader aims is very difficult. It also poses clear dangers of circularity, insofar as these broader dimensions of assessment are taken to be important because they will lead to improvements in health. So even if an intervention had, for example, a clear effect in terms of reducing children's consumption of processed foods, or increasing children's freedom to play, what would that prove unless these were in turn demonstrably linked to health improvements?
In addition, there are some obvious risks posed by intervention measuresFand perhaps some more subtle ones that we cannot anticipate. This is why we began by emphasising the unfortunate aspects of our societies' recent preoccupation with overweight. Thus another important dimension of evaluation is the assessment of negative impactsFfor example, whether parents feel unfairly accused or burdened, or fatter children feel picked on or stigmatised, or people adopt unhealthy weight-loss strategies or come away with misperceptions about children's ideal diet. For instance, in response to concerns about children's health and weight, evidence suggests that nursery schools in the United Kingdom have been reducing the amount of fat and carbohydrate in children's diets, even though these nutrients are essential for children's growth. One recent investigation concluded that 'the majority of the nurseries provide food which is low in energy, fat, carbohydrate, iron and zinc, whilst having an over-representation of fruit and vegetables, corresponding to higher than expected portion sizes. Many of the nurseries appear to be inappropriately applying the principles of adult healthy eating to this age group and could therefore be putting children at risk of nutritional deficiencies.' 12 In general, then, even the best-intended measures may have unfortunate side effects, and an intervention that respects all ethical guidelines and is successful in its intended terms might still be problematic given a wider view of its impacts. This is not to mention the even larger question of cost-effectiveness and opportunity costsFwhat do we forgo if we pursue such measures?
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In other words, evaluation is very unlikely to give clear and unambiguous resultsFthe more so, the more seriously we take the many different dimensions by which an intervention should be evaluated. Findings may be ambiguous and contestable; there might be gains by some criteria and losses by others. In short, evaluation of interventions represents a moral imperativeFbut no definitive forms of evaluation seem to be achievable.
Ethical and political criteria of evaluation
As we indicated to start with, health is not the only criterion by which people chooseFor should chooseFhow to live. Although it is the legitimate focus of a project like the IDEFICS study, health never represents the sole criterion for democratic public policies. We have also pointed out that many measures involved in an intervention (study) cannot be vindicated by people's prospective consent. In addition, as we have just argued, it is not clear that even the best-resourced intervention studies will be able to measure all relevant impacts, or even be able to demonstrate unambiguous improvements in health-related behavioursFeven if they show some reductions in rates of obesity and overweight. In the face of these dilemmas, we suggest that intervention studiesFand indeed actual interventionsFshould look to the opinions of the people they affect. Although this requires social scientific research that, even with much more generous resources than are likely to be available, will not yield unambiguous or straightforward findings, we suggest that these opinions should form an essential element of evaluation.
This point is not a novel one. Examples of intervention evaluations that have involved such a criterion include the following: the EU food-labelling legislation that consisted of interviews with professionals in the field and a consumer satisfaction and comprehension interview survey with 90 consumers in France, the United Kingdom and Italy; 13 that the children themselves, taken from both primary and secondary schools and hence rather older than the children involved in the IDEFICS study, do not figure on this list.) The IDEFICS study also includes such a dimension. Parents have been asked for their views on their own responsibilities and those of policy makers, including whether they would support such measures as policies to encourage healthy eating, restrictions on the advertising of high-fat and highsugar foods, the taxation of 'unhealthy' foods or subsidy of healthy foods. Preliminary data suggest that views on all these matters vary greatly among different countries involved in the study. 16 In addition, parents are being asked to evaluate intervention activities of the IDEFICS study by various criteria. Some of these relate to opinions about improvements in health-related behavioursFwhether they think that the intervention will make a lasting positive difference to diet, physical activity and so on for their family. Others are much broader, such as whether the intervention has had different sorts of negative effects on their children and families, and whether they approve (in broad terms) of different aspects of the intervention. If our arguments above are well taken, we believe that it might be fairly claimed that the IDEFICS study has given attention to an evaluative dimension that is both essential and often ignored. Finally, we would like to suggest a further criterion by which it is ethically important to evaluate intervention measures. As we mentioned in the first section, healthrelated interventions and policy measures are frequently criticised as being paternalistic. We might also charge that these measures disempower people, even if they are carried out in the name of their own best interests. However, one might turn this point around. Many structural features of modern societies that are conducive to unhealthy behaviours also disempower people. Social and economic factors make it impossible to get around easily without relying on (expensive) private cars, as well as making it prohibitively dangerous for children to play in the streets, difficult or expensive to buy fresh local produce, difficult to avoid sophisticated marketing campaigns that 'push' processed foods and so on. If interventions can sometimes challenge these factors or help people to negotiate them better, they effectively broaden people's real options and empower them. It is true, of course, that it will not be possible to locate robust objective measures of empowerment, as social power depends on so many different factors and is so intimately related to people's subjective perceptions of their situation and opportunities. Nevertheless, the fact that something is difficult to measure does not make it unreal, let alone morally (or politically) unimportant.
As well as hoping that intervention measures may empower parents and children, we might also hope that they can help empower communities. In this regard, topdown measures are unlikely to do as well as bottom-up measures or interventions that combine both approaches. To give another British example, some campaigns for healthier school lunches have met with well-publicised resistance: thus the story of one school in which efforts to enforce healthier lunches resulted in parents passing fish and chips through school gates to their children. 17 We take this to be an object lesson in the perils of intervening in a way that does not solicit or meet with families' approval. By contrast, the IDEFICS study intervention has sought to create community platforms that will enable people to act together to decide and implement changes in their communities, and to carry forward various intervention measures after the study has ended. Of course, even after the best-intended measures
Ethics and evaluation of obesity interventions D Wickins-Drazilova and G Williams to support healthier lifestyles and empower participants, people may still make choices that are not as healthy as we might wish. However, as observed earlier, health is not the only good: one implication of empowerment and one aspect of democracy is that people may decide their own priorities.
The question of empowerment is especially pointed when we think of children, whose social position involves so little power. One may think that this is especially so in societies that increasingly monitor children's every move, albeit in the name of safety and responsibility. We rarely hear what children might have to say about their environments and the influences to which they are subject; moreover, their lack of experience of alternatives makes it much harder for them to articulate their views. When we try to change social factors in the name of their health, we always do so with a lack of certainty as to how effective this will be. Therefore, we might also ask how far our interventions may empower childrenFrather than hedging them round with another layer of protections; or similarly, how far we are developing their abilities to negotiate pressures that tempt them to act in the interests of commercial actorsFbut quite often, not in their own. Simply subjecting children to tests or intervention measures, even with their explicit assent, or giving them information, may not do much in this regard. However, we would argue that participating in an intervention study can itself be an opportunity even for very young children, such as those involved in the IDEFICS study, to gain more familiarity with a variety of institutional roles and a sense that they can contribute to wider social goals. 18 With regard to older children, an intervention (study) might ask children what changes they would like to see in their opportunities for play; an evaluation might ask how they feel about the changes in their school canteen, and so on. After all, unless those children finally endorse whatever changes are made, we cannot expect those changes to have lasting effects as they grow up and decide the future shape of our societies.
